CEPTH®HKAT HA CEPHIO

CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.

- a Sanofi company

Veresegyhaz site - 2112 Veresegyhdz, Lévai u.5., Hungary

SANOFI «gp

Phone: +36 28 585 600 / Fax: +36 28 585 939
Kon ToBapa; VER_15868
HanmeHoBanHe HO-UITIA 40 mr Tabmerkn 100X
npenaparta:
CTpaHa-uMnoprep: Pocens
Homep cepuu: DV041 Homep cepuu: DV041
Jlata nponasoacTea; 05-PEB-2020 JlaTa vicreueHus cpoka JHB-2025
TORHOCTH:
JTo3rpoBKa CM. Pe3yABTaT ONpEIeneHHA
KOMHYECTBEHHOTO COACPMKAHNA
JlexapcTBeHHas dopma: TabneTku
Tun ynakoexu: INonunponuneHessiil kOHTelHEp C
NoNH3THNEHOBO K Npobxoii
Kon GMID: 236972
IokazaTenn HopMel PezyabTaThl
XAPAKTEPUCTUKH
— Onucanre Kpyrnnie IBOAKOBEITYKIIEIE TA0IETKH CoOOTBETCTBYET
HENTOF0 UBETA ¢ IENCHOBATHIM HITH
OpaHKeBbIM OTTEHKOM. C rpaBMpOBKOii
«SPA» Ha ofHoli cTopoHe.
OnnopoaxocTs fo3nposanma BXKX  AV=15% 39%
{Esp. ©.2.9.40/TQ PD.)
NOAJNHHHOCTD
- B3XKX Bpema yoepxkHBaHHA OCHOBHOTO Mka HA ~ COOTBETCTBYET
XpOMaTOrpaMme HCNBITYEMOTO pacTBopa
JIOMKHO COOTBETCTROBATh BPEMEHH
YHAEPHKHUBAHHA OCHOBHOTO MHKA Ha
XpoMarorpaMse CTRHAAPTHOTO PacTBOpA.
= Yd-cnektpodoToMeTpHa YneTpacdHoneTossill CIEKTp pacTBopa, CoOoTBETCTBYET
NPHIOTOBJICHHOTO ANA OTIPEAENEHHA
PACTROPEHHUA, JOIDKEH HMETH MAKCHMYMEI
NpH NTMHAX BOJH (24| £2) nM, (302+2)
HM H {353%2) hM.
POJNCTBEHHBIE IPHMECH
(B3XKX)
— Jporasepaniix < 1% 0.00%
-~ Tlepnapun £0,2% 0,00 %
— Jlobas npyras npuMecs =0,2% <0.10%
— CymMa npumeceit <2,0% 0.0%
KOJHYECTBEHHOE —
OIIPEAEJEHHUE (B3KX) T,
— JIpoTaBepHHA MHAPOXACPUI 40,0 Mr + 5% (38,0 - 42,0 M) 4ﬂ‘§:kr Lo KAUEGS ".9 ;
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‘o

rap_coa_resultats v5




CEPTH®HKAT HA CEPHIO

SANOFI . g

CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.
- a Sanofi company

Veresegyhdaz site - 2112 Veresegyhaz, Lévai u.5., Hungary
Phone: +36 28 585 600 / Fax: +36 28 585 939

Koa ToBapa; VER_15868
HanmeHoBaHHE HO-LIHIA 40 mr Tabnerxn 100X
npenapara:
CTpaHa-uMnopTep: Pocchs
Homep cepuu: DV041 HoMmep cepun: DV041
flaTa NpOH3BOACTRA. 05-®©EB-2020 Jarta ucreueHHn cpoka AHB-2025
TOAHOCTH:
No3upoBKa CM. Pe3ynbTaT onpeaeneHHA
KOJIMYECTBEHHOTO COAEpKaHus
TekapcTBeHHas dopMa: TabneTkH
THN YIaKOBKH: IMonunponuneHoBkii koHTElHED €
NOJTH3THAEHORO# NpoOKoii
Koa GMID: 236972
IokazaTenu S ] Hopmbi ! Pe3yabTaTh!
PACTBOPEHWE
(Q=75 %) (n=6) uepes 30
MHHYT
HpoTtaseputa ruapoXnopHa
-Yauika 1 He meHee 80 % 98 %
-Hamka 2 He meHee 80 % 96 %
-Yamka 3 He meHee 80 % 96 %
| -Hawka 4 He menee 80 % 95 %
| -Yawka 5 He menee 80 % 99 %
-Yamka 6 He menee 80 % 97 %
| - CTAJAUA 2: Cpennee 3HaueHde ang 12 taGnerok HE MNPOBOOHUJIOCH

IoukHO GBITEL He MeHee deM 75 % aepes
30 MuHYT, 1 HH oaHOM TabaeTkH co
3HaYeHHeM MeHee deM 60 %,
-CTAJHA 3:
CpenHee 3HaueHue 114 24 TabneTok HE ITPOBOAHUJIOCH
JOJIKHO OBITE He MeHee YeM 75 % uepes
30 MuHyT, He Gonee 2 TabneTOK MOIYT
HMeTh 3HaueHHe MeHee yeM 60 %% H HH
AJA OAHOH TabNeTKH He MOXKeT OBITh
3HaueHHA Menee ueM 50 %.

JononHntenbHas HHpopMaLHa

MukpofHoaorayeckan HHCTOTA

(Ep.@.%)

-Qbmee kOAHUECTBO AIPOOHBIX He 6onee 100
mukpoopradiniMos (TAMC), KOE/r

-O61ee KONHIECTBO IPOMCIKERBIX U He Gonee 10
nnecHesbix rpubos (TYMC), KOE/r
-Escherichiacoli, 1 T QOrcyTcTBYET

* TononHumensHole mecmsl He 8bINOAHAIOMCA ONA PYMUHHOZ0 KOHMPONR, OnA OanHoil cepuy He NposoowIcy (015 i
kaxcood 100-i cepuu, Ho He pesice, yem daa 1 cepuu 8 200)
CCBIIKa HA HOMEDP PErHCTPALIMOHHOTO YRocToBepeHusa, [T N011854/02 &

3aperucTpHpoBanHoro B PoccHu: o 5
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CEPTHDHKAT HA CEPHIO

SANOFI « g

CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.
- a Sanofi company

Veresegyhaz site - 2112 Veresegyhdz, Lévai u.5., Hungary
Phone: +36 28 585 600 / Fax: +36 28 585 939

Kon ToBapa; VER_15868
HaumeHoBanne HO-ITIA 40 mr ra6aerku 100X
npenapara:
CrpaHa-uMnopTep: Poccua
Homep cepun: DV041 Homep cepuu: DVvo041
JlaTa npoM3BOACTBA: 05-®EB-2020 Jata ucteuenns cpoka AHB-2025
FOAHOCTH:
JTo3HpORKa CM. pe3yNbTaT ONpeaeieHHA
KONIHYECTBEHHOTO COAEPKAHHA
JlexapcTBeHHan gopma: TabneTKH
Tur ynakoBku: IMonunponuneHoBeIH KoHTERHED ©
NIONH3TUAEHOBOIH Npobkoii
|Kon GMID: 236972
Tloka3aresn Hopmui Pe3yabTaThl
ADH, ucnone30BaHHLI [ NPOH3BOACTEA;
Haumenopanue AOHU
-ApOTABEPHHA THAPOXIOPHA XuxonH 3ason PapMalesTHYECKHX H XUMHYECKHX
npoayktoe 3A0, Bynanewr, Benrpua
YnakoBka H MapkHpOBKa: B cooteercTBrH ¢ H]]
Hannan cepus cooteeTcTByeT TpebopaHiam HopMaTusHoH JIOKyMeHTalUMH, 3aperHCTPHPOBAHHON B HACTOALLIEE
BpeMs 8 Poccuiickoit (Denepauny no nepeducIeHKBIM MOKA3ATENAM KAUECTRa.
JlaHHas cepus npousseena p cooTBETCTBHH ¢ CGMP TpeGOBaHHAMMU 1 COOTBETCTBYET CTIELIH HKALIHAM
Per#cTpauuoHHOro Y 10cToBepenns.
[laHHbIA CEPTHHHKAT aHANW3A IOANHCAH 3MEKTPOHHOMH MOMMUCKI0 YEpe3 BATHAUPOBAHHYIO chcTeMy JIMMC.

PeweHue YNOAHOMOUYEHHOT O JHLA

Peienne: OOOBPEHO
aTa: 21-PEB-2020 15:11
Y NoJHOMOYEHHOE JTHLO: dr. Solti Monika Maria
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BATCH CERTIFICATE

CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.

- a Sancfi company

Veresegyhéz site - 2112 Veresegyhaz, Lévai u.5., Hungary

Phone: +36 2B 585 600 / Fax:

+36 28 585 939

'~
%,

SANOFI

Item code : VER 15868

Product name

Dosage form : tablet
Packaging type

GMID code 236972

Tests

NO-SPA 40 mg tablets 100X

Customer lot no.
Expiry date

Import. country Russia

Lot number pvo41

Date of manufacture: 05-FEB-2020
Strength see at the assay

PP container / PE stopper

DV041
JAN-2025

CHARMCTERS
- Bppearance

- Uniformity of dosage units (HPLC)

Ph.Eur. 2.9.40/Ru.Ph

IDENTIFICATION
= HPLC

RELATED SUBSTANCES (HPLC)
- Drotaveraldine

- Perparine
- Any other impurity

- Total impurities

ASSAY ({HPLC)
- Drotaverine HCl

Round, biconvex tablets of yellow color
with a greéenish or orange shade, with
"spa" engraved on one side.

AV<= 15.0 §

The retention time cof the main peak in
the chromatogram of the test solution
should correspond to the retention time
of the main peak in the chromatogram of
the standard solution.

The UV spectrum of the solution prepared
for dissolution testing should have
absorption maxima at (241+/-2)nm,
(302+/-2) i, -and: {353+/-2)am,

< 1.0 %
0.2 %
0.2 %
2.0 %

40.0 mg +/- 5% (38.0 - 42.0 mg)

Complies

Complies

Complies

0.00 %
0.00 %
<0.10 %
0.0 %

40.2 mg
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BATCH CERTIFICATE

CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.
- a Sanofi company

Veresegyhaz site - 2112 Veresegyhdz, Lévai u.5., Hungary

Phone: +36 28 585 600 / Fax: +36 28 585 939

Item code : VER 15868
Product name : NO-SPA 40 mg tablets 100X
Import. country : Russia
Lot number : DVo41 Customer lot no. : DV041
Date of manufacture: 05-FEB-2020 Expiry date : JAN-2025
Strength : see at the assay
Dosage form tablet
Packaging type : PP container / PE stopper
GMID code : 236972

R SR S A
Tests Specifications Results
DISSOLUTION

after 30 min. Q=75 % (n=6) of the label
claim of drotaverine hydrachloride

- Bowl 1 >= 80 % 98 %
- Bowl 2 = 80 % 96 %
- Bowl 3 >= B0 % 96 %
- Bowl 4 >= 80 % 95 %
- Bowl 5% >= 80 % 99 %
- Bowl 6 >= 80 % 97 %
- Stage 2 Average of 12 tabs is not less than 75 % NA
within 30 min., and no¢ tab is less than
60% .
- Stage 3 Average of 24 tabs is not less than 75 % NA

within 30 min., not more than 2 units
are less than 60%, and ne tab is less

than 50%.
ADDITIONAL INFORMATION
Microbiological Quality (Ph.Eur)*
- TAMC, CFU/g <=100
- TYMC, CFU/g <=10
- Escherichia Coli, 1 g absent

* Additional tests are not performed for routine inspection, not conducted for this batch
{for every 100th lot but at least for 1 lot/year}

The reference number of Market

Authorization registered in Russia: P N011854/02 P
. &
A «hHEC)
£ ™ 94
API usad for production 7 Vs
Manufacturer's name of API ;;gﬁfo \ poct >
- Drotaverine hydrochloride CHINOIN Private Co. Ltd., Budapest, Hungary ﬁﬂ&ano@
il o Avssid N
Bl 5300 y
Packaging and labelling: In accordance wit WD AN
ey o
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BATCH CERTIFICATE

CHINGIN Pharmaceutical and Chemical Works Private Co.Ltd.
= a Sanofi company

Veresegyhaz site - 2112 Veresegyhé&z, Lévai u.5., Hungary

Phone: +36 28 585 600 / Fax: +36 28 585 939

Item code : VER 15868

Product name : NO-SPA 40 mg tablets 100X

Import. country : Russia

Lot number : pvo41 Customer leot no. : DvV041
Date of manufacture:; 05-FEB-2020 Expiry date : JAN-2025
Strength : see at the assay

Dosage form : tablet

Packaging type : PP container / PE stopper

GMID cede : 236972

e Specifications Results

This batch meets the requirements of the Normative Document currently registered in Russian Federation

on the listed quality parameters.

This batch has been manufactured in compliance with the cGMP requirements and complies with the specifications of
the relevant Marketing Authorization.

This Certificate of Analysis has been electronically signed from a validated LIMS.

QP decision
Decision : FELSZABADITVA / ACCEPTED
Date : 21-FEB-2020 15:11
Qualified person: dr. Solti Ménika Maria

e
:J.i:.;“CaHo‘bH P Cc'r‘ﬁ
i ganon Russia A

X O.'ul

A
-

W i
T
i
Q‘ J o

rap_coa_raesultats v5 K -Pd(lg'e "S°F 3



